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DETAILED ACTION 

1 . In response to the Preliminary Amendment filed 07/21/2006, claim 32 has been canceled, 
and claims 1-31 are pending. 



Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

3. Claims 23, 24 and 3 1 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Regarding claims 23 and 24, the phrase "or the like" renders the claim(s) indefinite 
because the claim(s) include(s) elements not actually disclosed (those encompassed by "or the 
like"), thereby rendering the scope of the claim(s) unascertainable. See MPEP § 2173.05(d). For 
the purposes of examination, "or the like" will be interpreted as any material having protective 
properties. 

Regarding claim 31, the phrase "a spring housing intermediate the outer housing and the 
spring housing" is indefinite because the spring housing may not be intermediate to itself. For 
the purposes of examination and in light of previously-recited claims, the aforementioned phrase 
will be interpreted as "a spring housing intermediate the outer housing and the inner housing." 
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Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

5. Claims 1-23, 25, and 29-31 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Bergens et al (U.S. Pat. No. 6,270,479 Bl). 

Regarding claims 1, 29 and 30, Fig. 1 of Bergens et al discloses an injection device 
comprising a barrel (121); a needle (123) at one end of the barrel, the needle being moveable in 
and out of the outer housing (e.g. 110, 1 12) of the barrel as shown in Figs. 1 A and IB; a plunger 
mechanism (e.g. 125, 126) with a portion (125) being moveable within the barrel; an inner 
housing; and an energy source (141) in communication with the inner housing. The device has 
three positions, namely a first position (Fig. IB) in which an inner housing (e.g. 130) has least 
one radially flexible tags 132. 133 (see Fig. 1 A) in communication with the barrel such that in 
use, the plunger and barrel are moveable axially to move the needle out of the outer housing; a 
second position (Figs. 1C and ID) in which an inner housing in which a radially flexible tag 
(143) is in communication with the plunger but not the barrel such that the plunger is moveable 
to expel medicament through the needle as shown; and a third position (Fig. 1 A) in which 
radially flexible tags (132, 133, 143) are neither in communication with the plunger nor the 
barrel such that in use, the barrel, plunger and needle are retracted into the outer housing. 

Regarding claim 2 and 31, Fig. 1A of Bergens et al shows a spring housing (155) 
intermediate to the inner housing (as described) and the outer housing (110). 
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Regarding claim 3, the aforementioned tags are shown to have portions situated at angles 
to flexible legs. 

Regarding claims 4 and 5, Fig. 1A and 1C of Bergens et al shows tags (143) being 
situated at the rear end of the housing and moveable radially into and out of communication with 
the plunger as described. 

Regarding claims 6 and 11, Fig. 1 A of Bergens et al shows rear tag (143) in a relaxed 
position (as per claim 6) and forward tags (132, 133) in a relaxed position (as per claim 11) prior 
to being compressed into a non-relaxed position before initiating an injection (Figs. IB and 1C). 

Regarding claim 7, Fig. 1A of Bergens et al shows a tag (143) being out of 
communication with the plunger and situated in alignment with the spring housing (155). 

Regarding claim 8, Bergens et al discloses an alternative embodiment in Fig. 3A having a 
rear tags (353) primarily T-shaped. 

Regarding claims 9 and 10, Fig. 1A of Bergens et al shows tags (132, 133) situated at the 
forward end of the inner housing (130) and moveable radially into and out of communication 
with the barrel (see Figs. 1A and IB). 

Regarding claim 12, Fig. 1 A of Bergens et al shows the forward tags being out of 
communication with the barrel when aligned with a corresponding recess portion of the outer 
housing 113 (the recess being formed by the coming together of portion 113 and a section of the 
inner housing 133 and more clearly shown in Fig. IB). 

Regarding claim 13, the aforementioned forward tags are shown to be L-shaped in Fig. 1 
of Bergens et al. 
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Regarding claims 14 and 15, Bergens et al discloses the energy source comprising 
compressed gas (col. 8, line 46) (as per claim 14) or a spring (col. 8, line 48). 

Regarding claims 16 and 17, Bergens et al discloses a ratchet-teeth- like mechanism for 
allowing the inner housing to move axially forward with respect to the outer housing (col. 15, 
lines 48-58) 

Regarding claim 18, Fig. 3C of Bergens et al shows a guide means (353) having a 
protrusion as shown on a spring housing (351) and cooperating with a corresponding recess on 
an interior surface of the outer housing (313) to guide the axial movement of the spring and outer 
housings. 

Regarding claim 19, Fig. 1A of Bergens et al shows the needle biased to be normally 
wholly the housing by means of a spring intermediate the barrel and outer housing. 

Regarding claims 20 and 21, Figs. 3H and 3 J of Bergens et al show an alternative 
embodiment wherein the syringe is removable from the device, the syringe containing the needle 
(as per claim 20) and the barrel and plunger (as per claim 21). 

Regarding claim 22 and 23, Fig. 3B of Bergens et al shows a removable needle sheath 
(327) which protects the needle (as per claim 22) and a button means (335) for removing the 
protective sheath from the device (as per claim 23). 
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Regarding claim 25, Bergens discloses a injection lock, acting as a safety lock 
substantially preventing relative forward movement of said outer housing (col. 7, lines 30-34). 

Claim Rejections - 35 USC §103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

7. Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bergens et al 
(U.S. Pat. No. 6,270,479 Bl) in view of Selenke (U.S. Pat. No. 4,958,622). 

Regarding claim 24, it is noted that the needle cover of Bergens et al does not include 
pulling means including a floating rivet intermediate the needle cover and protective sheath 
whereby twisting forces applied to the needle cover are prevented from being transmitted to the 
sheath. Fig. 1 of Selenke discloses an injection device with a needle cover (34) and sheath (33) 
including a floating rivet portion (39) whereby twisting forces acting on the cover are not 
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transferred to the sheath. It would have been obvious to one of ordinary skill in the art at the 
time of the invention to merely combine the needle cover and sheath of Selenke to the injection 
device of Bergens, maintaining the operability of the injection device as disclosed by Bergens 
while improving the sterility of the device by outfitting the device with a needle cover and sheath 
where the cover is operable to be twisted and removed without removing the sheath. 

8. Claims 26 and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable over Bergens 
et al (U.S. Pat. No. 6,270,479 Bl) in view of Haber et al (U.S. Pat. No. 5,634,906). 

Regarding claims 26-27, it is noted that the injection device as described by Bergens et al 
does not comprise a viewing window in the barrel and a viewing window within the outer 
housing. Haber et al disclose a shield for a dose metering syringe, comprising in Fig. 5 a 
window (72) located on an outer housing (68) and an inner window (30) located on a barrel 28 
(as per claim 26) where medicament is viewed through the two windows, and further, as shown 
in Fig. 6 of Haber, the two portions are slideable past one another so that the inner housing 
moves intermediate the viewing window. It would have been obvious to one of ordinary skill in 
the art at the time of the invention to merely add the windows of Haber et al to the outer housing 
and barrel of Bergens et al in order to improve the visibility of medicament within the barrel and 
to ensure synchronous movement between the outer housing and the barrel during proper use of 
the device. 

9. Claim 28 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bergens et al 
(U.S. Pat. No. 6,270,479 Bl) in view of Bechtold et al (U.S. Pat. No. 5,042,977). 
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Regarding claim 28, it is noted that the device of Bergens et al does not comprise means 
for emitting an audible indication to a user that the injection is complete. Bechtold et al discloses 
an injection device having audible clicking means produced during medication injection (col. 10, 
lines 12-18), interpreted as including a final click for indicating when injection is complete (as 
the actuating knob as disclosed is moved to its distal end). It would have been obvious to one of 
ordinary skill in the art at the time of the invention to outfit the device of Bergens et al with the 
audible clicking means of Bechtold et al, e.g. combining the audible clicking means to one of the 
spring mechanisms of Bergens et al, in order to improve the level of dosage achieved and to 
ensure a patient is aware when a dosage cycle has completed. 

Conclusion 

10. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Nieto et al (U.S. Pat. No. 4,976,724) discloses an ejector mechanism having spring 
mechanisms and tags. 

Tibbs (U.S. Pat. No. 3,702,608) discloses a painless injection device with a powered 
plunger. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SCOTT MEDWAY whose telephone number is (571)270-3656. 
The examiner can normally be reached on Monday through Friday, 7:30 A.M. to 5:00 P.M. EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joe Cheng can be reached on (703)272-7733. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Scott J. Medway/ 
07/23/08 



/Joe H Cheng/ 

Supervisory Patent Examiner 
Art Unit 41 16 



